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Examiner 
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1634 



The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. _ 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )E3 Responsive to communication(s) filed on 21 June 2002 . 

2a)[EI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 85-106 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |El Claim(s) 85-106 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I I )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) ^3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)lE! All b)Q Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. K Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) H Interview Summary (PTO-41 3) Paper No(s). _JJL . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 



U.S. Patent and Trademark Office 
PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 24 



Application/Control Number: 09/423 ,093 Page 2 

Art Unit: 1634 

DETAILED ACTION 



Location of Application 

1. The location of the subject application has changed. The subject application is now 
located in Group 1630, Art Unit 1634. 

Continued Prosecution Application 

2. The request filed on 21 June 2002 for a Continued Prosecution Application (CPA) under 
37 CFR 1.53(d) based on parent Application No. 09/423,093 is acceptable and a CPA has been 
established. An action on the CPA follows. 

Specification 

3. The disclosure is objected to because of the following informalities: 

a. At page 34 of the disclosure there is found a nucleotide sequence that is 
unaccompanied with its requisite SEQ ID NO. 

b. At page 26, line 21, there appears "50mMTris-HCl." Perhaps applicant had 
intended --50 mM Tris-HCl--. 

Appropriate correction is required. 

4. The use of the trademark TWEEN 20 has been noted in this application. It should be 
capitalized wherever it appears and be accompanied by the generic terminology. 
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Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any 
manner, which might adversely affect their validity as trademarks. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

6. Claims 85-106 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. As presently worded, the method of claims 85-106 
encompass the use of oligonucleotide molecules that are "at least 10 nucleotides in length." A 
review of he original disclosure failed to locate support for this range. Support for a range of 
from "about 10 to about 20 nucleotides" has been found, e.g., page 10 and original claim 5. 

7. A review of the original disclosure failed to locate support for "weaR" as recited in claim 
93. Page 1 1 does provide support for --wbaR—. 

8. Accordingly, the amendment of 21 June 2002 is considered to introduce new matter into 
the subject application. Applicant is urged to consider amending the claims so as to remove the 
subject mater at issue or to specifically identify where support for these limitations can be found 
in the original disclosure. 
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9. The method of claim 101 requires one to perform hybridization reactions between a 
probe of undefined sequence to a target sequence found in any of a variety of "sugar pathway 
genes." A review of the disclosure fails to find an adequate written description of the coding 
sequence for these genes as found in any of the encompassed microorganisms, much less an 
adequate written description of the probes and primers that would be used in the hybridization 
and detection aspects of the method. 



10. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

1 1 . Claims 985-106 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

12. Claims 85-106 are indefinite with respect to just what constitutes "specifically 
hybridizes." As presently worded, an oligonucleotide that "specifically hybridizes" could be one 
that hybridizes under some, as yet unidentified conditions with virtually any degree of 
complementarity to the target sequences. Such a phrase is also considered to encompass a 
probe/primer that hybridizes with a complementarity sequence that is not necessarily unique to 
the organism of interest. A review of the disclosure fails to locate where this term has been 
defined. Accordingly, the metes and bounds of claims 85-106 cannot be readily determined. 

13. Claim 101 is indefinite with respect to which genes are considered to constitute "sugar 
pathway genes." 
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14. Claims 88, 92, 96, and 100 are confusing with respect to just which "oligonucleotide 
molecule" applicant is referring to as found in any of the recited Tables. Upon review of the 
various Tables, it is noted that sequences for primers as well as for a gene sequence segment are 
provided. None of the headers/labels for any of the columns corresponds in name with the 
element at issue- the "oligonucleotide molecule." Accordingly, it is not readily apparent just 
which sequence applicant is trying to reference from the various figures. 

15. Claims 85-106 are rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete 
for omitting essential steps, such omission amounting to a gap between the steps. See MPEP 
§2172.01. The omitted steps are: 

a. The use of a detectable moiety in conjunction with the hybridization reaction. As 
presently worded, a hybridization reaction is to occur and be detected; yet the claims do 
not recite any means by which said detection is to take place. 

b. Assuming arguendo, that the claims were amended so to require a detectable moiety 
be sued, the claims do not recite any step whereby unbound/non-hybridized 
oligonucleotides would be removed from the assay solution such that only hybridized 
sequences would be detected. 



16. This is a CPA of applicant's earlier Application No. 09/423,093. All claims are drawn to 
the same invention claimed in the earlier application and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the earlier 
application. Accordingly, THIS ACTION IS MADE FINAL even though it is a first action in 



Conclusion 
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this case. See MPEP § 706.07(b). Applicant is reminded of the extension of time policy as set 
forth in 37 CFR 1.136(a). 

17. A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 

CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no, however, 
event will the statutory period for reply expire later than SIX MONTHS from the mailing date of 
this final action. 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bradley L. Sisson whose telephone number is (703) 308-3978. 
The examiner can normally be reached on 6:30 a.m. to 5 p.m., Monday through Thursday. 

19. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gary Jones can be reached on (703) 308-1 152. The fax phone numbers for the 
organization where this application or proceeding is assigned are (703) 872-9306 for regular 
communications and (703) 872-9307 for After Final communications. 
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20. Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



Bradley L. Sisson 
Primary Examiner 
Art Unit 1634 



BLS 

July 16, 2002 



